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29 1999 

RT. Rjl. 'Pi. 834 ( 31).—aiP 1945 ^ 3^ 'tvfnH'H Pi^*il ^ TJRf'SIT^ 

i9‘i0 ( 1940^23) ^^12 afk »iro33 ’iroT^iRpR% 

"h^lTR fWT) 3IPl^Jj5rTT:'5i, RT.^-p. 318 (3T), ITlltlS 6Rif, 1999%3TRfR RTOT^Tnm, 3TOTWr, RFT2, 

Tjfea, dRla's (i),'mfhS6R^, 1999 2 RT SrsRirwf^RI 'TRT ^RftRRIRRI sft, 

^ nifly ■3R?f 3TfR^-c|'il'^ '(.I'JiMpi 'til, '4'in] 4il ■6 mci®R« t)<i ®ff ^ciurfl'H '®f)taiRpTRit aTP^ 

aiPlJUTRRt^RTj;^; 

1999Rit, ^JR?fTRit^3R?WRRrTft’T^ «ff; 

RIRR ^’3RIf-Jim 1¥TRf % -if ^ 1JTR1 aiT^* ig^F^f-R 

5CK, Sb!04R<^K^^3Tft'piqtiRitRroi2 3tktfkr33 SO ■y<;‘ai?)fiw*ffR;T’5PTtn''iRit'^ ariVifv?r^4l«(ft'Rni5RiK 
HirR!?! 'HtETflPlRR, 1945 '^'#1 % fell THHl^'Rail ■fWT'Sl4lflf'|', 3TslflT^:— 

1 . ( 1 ) 

( 2 ) 

2. afl^RaikmRRRRIPPm, 1945 ^‘Pm 121 %1RHRT iWT RmRURTI, RClPl ;— 
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"121. M r f fe) »id gm 

«WUI%3I5Wr^^!1K»ftr’ 

[^. w-l 1014/9/98 “^i^RTIR1?^’^tTF^] 

TIKfelMUT ; ^fTWTJ^28-l0/4S-I?n(l)fir3W21-12-194Smi?*FTftmfifn3;’^^3fR‘3^'3#^^ 

f^pfrar 4-11-99 3T®qT753(3T) ^TSro^TTtltFTfipqTW «iri 1-S-1997 

1945, ^qiwii«i Viwiui HuitfM (pjiRaT fwr) % a^KtTT^T iram^iwrf^ arf^^ 
1940 (■^.^,^.tr^.1TfT.-61) ^ iPNVH’^f 3P?lfIfet I 


MINISTRY OF HEALTH AND FAMILY WELFARE 
(Department of Health) 

NOTIFICATION 

New Delhi, the 29th December, 1999 

G.S.R 834(1).—Whereas a draft of certain rrilesfiirther to amend the Drugs and Cosmetics Rules, 1945, was 
published as required by Sections 12 and 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), at page 2 in the Gazette 
of India, Extraordinary Part H, Section 3, Sub-section (i) dated the May 6,1999 under the notification of the Government 
oflndiainthe MinistiyofHealthaBdFainily Welfare (Department of Health), No. GSR 318 (E) dated the May 6,1999 
inviting objections and suggestions from all persons likely to be affected thereby, before the expiry of a period of forty- 
five days from the date on which the copies of the Official Gazette containing the said notification were made available 
to the public; 

And whereas copies of the said Gazette were made available to the public on 7th May, 1999 ; 

And whereas (A^cctions and suggestions received from the public on the said draft rules have been considered by 
the Central Government ; 

Now, therefore, in exercise of the powers conferred by sections 12 and 33 of the said Act, (he Central Government, 
after consultation with the Drugs Technical Advisory Board, hereby makes the following rules further to amend the 
Drugs and Cosmetics Rules, 1945, namely;— 

1, (1) These rules may be called the Drugs and Cosmetics (Fifth Amendment) Rules, 1999. 

(2) They shall come into force on the date of their publication in the Official Gazette. 

2. In the Dmgs and Cosmetics Rules, 1945, for rule 121, the following rule shall be substituted, namely :— 

"121. Test for freedom from abnormal toxicity.—The test for freedom from abnormal toxicity shall be 
carried out as per the current edition of Indian Pharmacopoeia in the case of each batch of the serum 
tested by the licensee or by an institution approved by the licensing authority for the purpose of carrying 
out the test on its behalf" 


[No. X-11014/9/98-DMS&PFA] 
DEEPAK GUPTA, Jt. Secy. 

Foot Note :—Principal Rules were published vide No. F-28-10/45-H (I) dated 21-12-1945 and last amended vide 
No. GSR 753(E) dated 4-11-99. The Drugs and Cosmetics Rules, 1945 as amended upto 1-5-1979 
is contained in the ptdilication of the Ministry of Health and Family Welfare (Department of Health) 
containing the Drugs and Cosmetics Act, 1940 (PDGHS-61), 
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